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DETAILED ACTION 

1 . This office action is in response to the RCE filed 29 September 2008. The 
Examiner acknowledges Applicant's amendments to claims 1 1 and 12 and the addition 
of claim 29. Currently, claims 11-19 and 21 -29 are pending. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

3. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

5. Claims 11-19 and 21-28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over United States Patent 6931276 (Streng et al.) as modified by United 
States Patent 5662108 (Budd et al.). 

Regarding claim 1 1 , Streng et al. disclose an apparatus for detecting the location 
of electrical activity in the all of a human bladder, comprising: a detector (elongated 
threadlike electrode 10 Figure 1) adapted to be introduced into the bladder via the 
urethra (Column 3 lines 32-35), and having a connector to the exterior (wire 13 Figure 1 
and Column 3 lines 41-1 6); and a filling lumen (channel of tube 20 Figure 1 ) adapted to 
permit passage of a sterile fluid from the exterior through an open end of the filling 
lumen into the bladder for distending the bladder (Column 3 lines 35-41 ). Streng et al. 
do not expressly disclose the use of an external closure for the filling lumen, the closure 
being effective when closed to maintain the bladder in a distended state, and being 
effective when released to drain the bladder. However, Budd et al. teach an inflation 
lumen (balloon catheter 94 Figure 3) having an external closure (Budd et al. the lumen 
inherently has a closure to keep the material inflating the balloon 96 Figure 3 inside of 
the balloon; it would have been obvious to have this closure externally for easy 
physician control to allow the balloon to deflate easily), the closure being effective when 
closed to maintain the balloon in an distended state (Figure 3), and being effective when 
released to drain the balloon (inherently the balloon is drained so that it can be removed 
from the body). It would have been obvious to one having ordinary skill in the art at the 
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time the invention was made to combine the external closure for a filling lumen as 
taught by Budd et al. with the invention of Streng et al. to provide for further testing of 
patients with urinary problems past the point of initially feeling the urge to void (the 
micturition reflex/detrusor reflex), as healthy people can wait until an appropriate time 
and location to void, and not voiding immediately would provide further data for 
comparing and diagnosing patients with urinary problems. Additionally, an external 
closure for the filling lumen would provide for not having urine and the testing fluid 
unexpectedly/prematurely leave the bladder. 

Regarding claim 12, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 1 1 , wherein the detector comprises an expandable device (Budd et 
al. inflatable balloon 96 Figure 3; basket catheter 80 Figure 4) adapted for passage 
through the urethra in a collapsed condition and reversibly expandable when in the 
bladder (Budd et al. Column 8 lines 64-67). 

Regarding claim 13, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 12 wherein said expandable device has a plurality of detection sites 
thereon (Budd et al. "array or set of passive electrodes 48 typified by passive electrode 
72" Column 5 lines 3-4 and Figure 3; "multiple passive electrode sites typified by 
electrode 84" Column 5 lines 23-24 and Figure 4). 

Regarding claim 14, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 13 wherein said detection sites are uniformly distributed on the 
surface thereof (Budd et al. Figure 4). 
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Regarding claim 15, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 14. Streng et al. as modified by Budd et al. do not disclose expressly 
that the expandable device resembles a sphere in the expanded state. Instead, Streng 
et al. as modified by Budd et al. discloses the expandable device resembles an oblate 
shape (Budd et al. inflatable balloon 96 Figure 3). 

At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to shape the expandable device of 
Streng et al. as modified by Budd et al. into a spherical shape because Applicant has 
not disclosed that shaping the expandable device into a sphere provides an advantage, 
is used for a particular purpose, or solves a stated problem. One of ordinary skill in the 
art, furthermore, would have expected Streng et al. as modified by Budd et al.'s 
expandable device, and Applicant's invention, to perform equally well with either the 
shape taught by Streng et al. as modified by Budd et al. or the claimed spherical shape 
because both shapes would perform the same function of providing a plurality of 
detection sites equally well considering the typical size of human anatomy. 

Therefore, it would have been prima facie obvious to modify Streng et al. as 
modified by Budd et al. to obtain the invention as specified in claim 15 because such a 
modification would have been considered a mere design consideration which fails to 
patentably distinguish over the prior art of Streng et al. as modified by Budd et al. 

Regarding claim 16, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 14 wherein said expandable device comprises a cage (Budd et al. 
basket catheter 80 Figure 4) having a plurality of arcuate arms (Budd et al. limb 82 
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Figure 4) extending between opposite poles (Budd et al. proximal and distal ends of 
central shaft 86 Figure 4). 

Regarding claim 17, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 12 and including an external telescopic connector whereby relative 
telescoping movement causes the device to expand and contract on demand (Budd et 
al. Column 8 lines 64-67; the device inherently can contract as it is also removable from 
the body). 

Regarding claim 18, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 12 and comprising an inflatable device (Budd et al. inflatable balloon 
96 Figure 3). 

Regarding claim 19, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 18 wherein said device includes an inflation lumen (Streng et al. 
channel 22 Figure 3, Budd et al. balloon catheter 94 Figure 3) having an external 
closure (Budd et al. the lumen inherently has a closure to keep the material inflating the 
balloon 96 Figure 3 inside of the balloon; it would have been obvious to have this 
closure externally for easy physician control to allow the balloon to deflate easily). 

Regarding claim 21 , Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 1 1 and comprising multiple lumens (Streng et al. parallel channels 22 
and 24, Figures 3 and 4). 

Regarding claim 22, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 1 1 and comprising an array of detection sites adapted to detect 
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electrical activity in the wall of the bladder whereby the location of said electrical activity 
can be determined (Budd et al. Column 9 lines 18-27). 

Regarding claim 23, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 22 wherein said detection sites are uniformly distributed (Budd et al. 
Figure 4). 

Regarding claim 24, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 12 and further comprising orientation means whereby the orientation 
of an expandable device in the bladder may be determined from outside the bladder 
(Budd et al. Column 1 1 line 44 - Column 12 line 7). 

Regarding claim 25, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 12 and further including a lumen adapted to receive a stiff curved 
guide member for steering of the expandable device (Streng et al. channels 22 and 24 
Figure 3; also Budd et al. a catheter such as balloon catheter 94 inherently has a lumen; 
any lumen can receive a stiff curved guide member for steering it and such devices are 
well known in the art). 

Regarding claim 26, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 1 1 and further including an ablation tool (Budd et al. therapy catheter 
18 Figure 3) adapted for insertion through the urethra and operable to ablate (Budd et 
al. delivery electrode 60 Figure 3 and Column 5 lines 17-18) the internal surface of the 
bladder wall. 

Regarding claim 27, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 26 wherein the tip of said tool (Budd et al. delivery electrode 60 
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Figure 16) is detectable by a position sensing apparatus (Budd et al. locator electrode 
68 Figure 16). 

Regarding claim 28, Streng et al. as modified by Budd et al. teach the apparatus 
according to claim 27 wherein the tip of said tool is adapted to be electrically active 
(Budd et al. delivery electrode 60 Figure 3) and wherein said apparatus is adapted to 
detect said activity (Budd et al. Column 4 lines 42-50). 

6. Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over Streng 
et al. as modified by Budd et al. as applied to claims 11-19 and 21-28 above, and 
further evidenced by Webster's II New Riverside University Dictionary. 

Regarding claim 29, Streng et al. as modified by Budd et al. and as evidenced by 
Webster's II New Riverside University Dictionary teach the apparatus according to claim 
1 1 , wherein the external closure for the filling lumen comprises a valve (the external 
closure inherently comprises a valve, or "a device that regulates the flow of gases, 
liquids, or loose materials through a structure, as a pipe, or through an aperture by 
opening, closing, or obstructing a port or passageway" (Webster's II New Riverside 
University Dictionary pg 1275), as the fluid flow is stopped and started, or regulated, by 
the closure, and a valve performs this function). 

Response to Arguments 

7. Applicant's arguments filed 29 September 2008 have been fully considered but 
they are not persuasive. 

Regarding Applicant's argument that it would not have been obvious to modify 
Streng et al.'s apparatus to have an external closure for the filling lumen as claimed, the 
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Examiner disagrees. While the invention of Streng et al. may be intended for use to 
stimulate the micturition reflex, it is well known in the art and in medicine that stimulation 
of the micturition reflex sends the message that the bladder is full. For healthy patients, 
this does not cause immediate voiding. However, in patients being tested, not allowing 
the bladder to drain immediately could provide additional information on the activity of 
the detrusor muscle and its relationship to bladder pressure, especially in comparison to 
that of a healthy individual who can voluntarily hold their urine after they have felt the 
micturition reflex. 

Regarding Applicant's argument that Budd et al. does not disclose an external 
closure, the Examiner disagrees. The balloon in Figure 3 is clearly inflated with a fluid, 
and this fluid must have a closure in order to stay in the balloon. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to EMILY M. LLOYD whose telephone number is 
(571 )272-2951 . The examiner can normally be reached on Monday through Friday 8:30 
AM - 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on 571-272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/596,934 Page 10 

Art Unit: 3736 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Emily M Lloyd 
Examiner 
Art Unit 3736 

/EMU 

/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



